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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 1-15 and 18-21 in the 
reply filed on 2/3/2009 is acknowledged. 

Status of Claims 

Claims 1-21 are pending. Claims 16 and 17 are withdrawn pursuant to 37 CFR 
1.142(b), as being drawn to the non-elected invention. Claims 1-15 and 18-21 are 
examined on the merits. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(a- 
d) is acknowledged. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 13 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated 
by MATSUDA (EP 1022031, see PTO-1449). 
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MASUDA teaches a suturable adhesion-preventing membrane that has high 
suture strength, good biocompatibility, decomposition and absorption in a living body 
comprising a nonwoven fabric layer made of collagen fibers, a sponge layer made of 
collagen and a coating or lamination layer made of gelatin. See e.g. abstract and 
claims 1-3. Since the fabric is made of collagen it is biodegradable: instant claims 1 and 
2. The biodegradable thread is the suture that is used to stitch the fiber to a wound, see 
the use of such a thread in Examples 5 and 10:instant claims 1-3. The coating and/or 
laminate is a biodegradable material, specifically gelatin. See e.g. claims 1, 32 and 
33:instant claims 13 and 14. The thread used in Examples 5 and 10 is 5-0 "bicryl" 
thread, believed to actually be a misspelling of 5-0 "vicryl" thread, which is an 
absorbable PGA derivative suture: instant claim 15. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-3 13-15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over BELL et al. (US 6,153,292 see PTO-892 filed 1/6/2009). 

BELL teaches biopolymer foams and sponges (i.e. filmy material) such as those 
made from collagen are applied to a nonwoven fabric whereby biopolymer threads are 
woven or braided (i.e. stitched) into the fabric. See col. 8 line 65 to col. 9 line 17: instant 
claims 1-3. The surface of the fabric or foam is coated with a biodegradable material, 
specifically extracellular matrix particles or a coating of collagen that includes the 
particles. See e.g. col. 3 lines 13-20 and 23-24: instant claims 13 and 14. The threads 
are composed of collagen. See e.g. col. 9 line 3: instant claim 15. 

While BELL does not exemplify the instant invention it would have been obvious 
to a person of ordinary skill in the art to use the preferred embodiments of BELL to 
arrive at a nonwoven fabric and a filmy sponge or foam material coated or piled up on 
one another and where biopolymer or biodegradable collagen threads are stitched into 
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the fabric to make the instant invention. Absent any evidence to the contrary, and 
based upon the teachings of the prior art, there would have been a reasonable 
expectation of success in practicing the instantly claimed invention. 

Claims 1, 2-15 and 18-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over MATSUDA as applied to claims 1-3, 13-15 above, and further in view 
of GOMI et al. (US 5,061 ,533, see PTO-892). 

GOMI teaches placement of carbon fiber thread winding angles in order to 
increase rigidity and light weight. GOMI is use to show that the arranging direction of 
the threads and the acute angle between the arranging direction for the purpose of 
increasing the strength/rigidity of a material is dictated by Young's modulus, which as 
can be seem in Fig. 1 and Table 1 which shows angles of the thread or fiber orientation. 
If the innermost layer angle has an angle of 90 to ±75 degrees, which reads on the 
angle in instant claims 4, 5, 7 and 8, then the outermost or third layer would have an 
angle of 0 to ±35 degrees, which reads on the angle/arranging direction or interface in 
instant claims 4-6, 8 and 9. The threads or fiber can be clearly seen in a parallel 
configuration for each respective layer in Fig. 1 and a dotted pattern of diamonds is 
created by any pattern that overlaps (i.e. 2 and 3 in Fig. 1): parallel in instant claims 4, 
5, 18 and 20 and dotted in claim 1 1 . Multiple layers of at least 4 are adhered to or piled 
on top of one another (see col. 4 lines 30-34 and Fig. 1: instant claim 8) are further 
contemplated by GOMI, which reads on up to or greater than the nine layers in claims 
18-20. Anytime the laminated fabric containing the collagen fiber/sponge (also a fabric) 
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is sutured, the layers are penetrated by the thread and thus the suturing as done in Ex 5 
and 10 of MATSUDA reads on claim 21 . 

The interval of the threads will be 0mm when each thread is directly next to its 
adjacent thread/fiber which would occur when the winding angle is approximately 0, 
which reads on claim 10. In addition, the interval of the threads would be obvious to a 
person skilled in the art because a closer interval would allow more thread to be 
attached to the fiber or substrate base, up to a maximum where the interval is 0, and 
therefore have a greater affect on rigidity and conversely a larger interval would allow 
for less thread and a corresponding loss of rigidity. The same reasoning applies to 
claim 20, where the intervals are at approximately 6mm (which 0mm reads on). Thus, 
the interval between threads would be determined by a person skilled in the art at the 
time of the invention and would not require excessive experimentation to arrive at such 
optimal intervals: instant claims 10 and 20. 

The stitch intervals in claim 12, when interpreted as a distance between sutures 
(i.e. the biodegradable threads) are completely dependant on the use of the substrate 
and the necessary strength of attachment between one or more substrates and tissue 
or other materials. A person skilled in the art would be fully capable of determining the 
appropriate interval between stitches and the claimed range would have been present 
once the invention was employed in its intended use. In re Best, 195 USPQ 433. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to make a biodegradable substrate wherein the arranging direction 
and acute angle of the threads are taught as specifically increasing the rigidity/strength 
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or elongation by following angles and arrangements that affected Young's modulus as 
taught by MATSUDA in view of GOMI. One of ordinary skill in the art at the time the 
invention was made would have been motivated to combine these elements into a 
single substrate because of the beneficial effects of increasing rigidity and keeping 
weight light due to the thread angle and arrangement, as taught by GOMI. Absent any 
evidence to the contrary, and based upon the teachings of the prior art, there would 
have been a reasonable expectation of success in practicing the instantly claimed 
invention. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TRISTAN J. MAHYERA whose telephone number is 
571-270-1562. The examiner can normally be reached on Monday through Thursday 
9am-7pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL P. WOODWARD can be reached on 571-272-8373. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Tristan J Mahyera/ 
Examiner, Art Unit 1615 

/MP WOODWARD/ 
Supervisory Patent Examiner, Art Unit 1615 



